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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )S Responsive to communication(s) filed on 23 August 2006 . 
2a)D This action is FINAL. 2b0 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1.2 and 4 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) ^ Claim(s) 1.2 and 4 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 1 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)Q Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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1 ) [3 Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 5) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 
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DETAILED ACTION 

Re: BYSTRYN, JEAN-CLAUDE 

Continued Examination Under 37 CFR 1. 1 14 

1 . A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1 .1 14, and the fee set 
forth in 37 CFR 1 .1 7(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
8/23/2006 has been entered. 

2. The amendment filed 6/23/2006 is acknowledged and entered into the record. 
Accordingly, claims 3, and 5-9 are canceled without prejudice or disclaimer. 

3. Claims 1-2, and 4 are pending and examined on the merits. 

4. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

Claim Rejections Maintained - 35 USC § 103 

5. The rejection of claims 1-2, and 4 under 35 USC § 103(a) as being obvious over 
Albino et al in view of Gupta ef al and now Bystryn et al (J. Biol. Resp. Mod. 1986; 
5:211-224) and Gupta (Vaccines 1995;13(14):1263-1276) is maintained for the reasons 
of record. Applicant argues that the claimed invention is not obvious in view of the 
current claim amendments. Specifically, applicant argues that neither of the cited 
reference (e.g. Albino and Gupta) teach the use of the claimed invention as a 
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melanoma vaccine and further fail to teach the addition of pharmaceutical diluents and 
adjuvants to the claimed compound. Applicant's arguments have been carefully 
considered but are not deemed persuasive to overcome the rejection of record. 

The claim preamble must be read in the context of the entire claim. The 
determination of whether preamble recitations are structural limitations or mere 
statements of purpose or use "can be resolved only on review of the entirety of the 
[record] to gain an understanding of what the inventors actually invented and intended 
to encompass by the claim." Corning Glass Works, 868 F.2d at 1257, 9 USPQ2d at 
1966. If the body of a claim fully and intrinsically sets forth all of the limitations of the 
claimed invention, and the preamble merely states, for example, the purpose or 
intended use of the invention, rather than any distinct definition of any of the claimed 
invention's limitations, then the preamble is not considered a limitation and is of no 
significance to claim construction. Pitney Bowes, Inc. v. Hewlett-Packard Co., 182 F.3d 
1298, 1305,51 USPQ2d 1161, 1165 (Fed. Cir. 1999). In this case, the body of the 
claim embodies all of the structural limitations of the claim. Therefore the intended use 
of the claimed composition as a "vaccine" to treat melanoma, does not breadth life into 
the claim nor impart any limitation onto the claimed invention. 

Arguments of counsel may be effective in establishing that an examiner has not 
properly met his or her burden or has otherwise erred in his or her position. In these 
situations, an examiner may have failed to set forth any basis for questioning the 
adequacy of the disclosure or may not have considered the whole specification, 
including the drawings and the written description. However, it must be emphasized that 
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arguments of counsel alone cannot take the place of evidence in the record once an 
examiner has advanced a reasonable basis for questioning the disclosure. See In re 
Budnick, 537 F.2d at 538, 190 USPQ at 424; In re Schulze, 346 F.2d 600, 145 USPQ 
716 (CCPA 1965); In re Cole, 326 F.2d 769, 140 USPQ 230 (CCPA 1964). In this case, 
applicant argues that the antigens as disclosed in the prior art have not been shown to 
provoke an immune response. These arguments are not persuasive because applicant 
has not provided any objective evidence to suggest that these antigens would not 
provoke an immunogenic response. Therefore, in the absence of objective evidence, 
the prior art is capable of doing what applicant has argued. 

Those of skill in the art would have also found it prima facie obvious to add a 
diluent to the claimed composition because it was well known to those of skill in the art 
that melanoma vaccines would be created with pharmaceutical diluents and the addition 
of adjuvants as a means to boost the immunological response of a peptide as disclosed 
by Bystryn et al and Gupta (Vaccines), respectively. Therefore the addition of the terms 
pharmaceutical diluents and adjuvants is deemed obvious over the prior art as a whole. 

Therefore the rejection of claims under 35 USC 103(a) is maintained for the 
reasons of record and as set forth herein. 



No claim is allowed. 



Conclusion 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Christopher H. Yaen whose telephone number is 571- 

272- 0838. The examiner can normally be reached on Monday-Friday 9-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms, Ph.D. can be reached on 571-272-0832. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Christopher Yaen 
Art Unit 1643 
August 31 , 2006 



CHRISTOPHER H.YAB 
PRIMARY EXAMINER 




